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DETAILED ACTION 
Information Disclosure Statement 

1. The information disclosure statement (IDS) filed 14 February 2005 fails to comply with 
the provisions of 37 CFR 1 .97, 1 .98 and MPEP § 609 because the dates are not listed for any of 
the references cited on the EDS. It has been placed in the application file, but the information 
referred to therein has not been considered as to the merits. Applicant is advised that the date of 
any re-submission of any item of information contained in this information disclosure statement 
or the submission of any missing element(s) will be the date of submission for purposes of 
determining compliance with the requirements based on the time of filing the statement, 
including all certification requirements for statements under 37 CFR 1.97(e). See MPEP 

§ 609.05(a). 

Drawings 

2. The drawings are objected to under 37 CFR 1.83(a) because they fail to show the 
reference characters lead 100, thermistor 102, sheathing 104, wheatstone bridge arrangement 106 
and lock-in amplifier 108 for FIG. 1 1 as described in the specification on page 14. Any 
structural detail that is essential for a proper understanding of the disclosed invention should be 
shown in the drawing, MPEP § 608.02(d). The drawings are further objected to as failing to 
comply with 37 CFR 1.84(p)(5) because they include the following reference character(s) not 
mentioned in the description: 280 in FIG. 15. Corrected drawing sheets in compliance with 37 
CFR 1.121(d), or amendment to the specification to add the reference character(s) in the 
description in compliance with 37 CFR 1. 121(b) are required in reply to the Office Action to 
avoid abandonment of the application. Any amended replacement drawing sheet should include 
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all of the figures appearing on the immediate prior version of the sheet, even if only one figure is 
being amended. The figure or figure number of an amended drawing should not be labeled as 
"amended " If a drawing figure is to be canceled, the appropriate figure must be removed from 
the replacement sheet, and where necessary, the remaining figures must be renumbered and 
appropriate changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 
1.121(d). If the changes are not accepted by the Examiner, the Applicant will be notified and 
informed of any required corrective action in the next Office Action. The objection to the 
drawings will not be held in abeyance. 

Specification 

3. The disclosure is objected to because of the following informalities: On page 2, in the last 
line, it appears that word "be" should be the word "by" instead. 

On page 5, in line 25, reference is made to FIGS. 2A-2B. The drawings do not contain 
these figures. 

On page 9, in line 9, reference is made to FIG. 2B. The drawings do not contain this 
figure. The first part of the sentence in lines 22-25, "If the lead ... ," is confusing. It appears 
that a word may be missing after the number "10" and the word "is" should be the word "it" 
instead. 

On page 10, in line 19 reference character "54" has been used to designate both "imaging 
data" and "patient " 
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On page 1 1, in lines 13-15 and 20, reference characters "56" and "58" have both been 
used to designate supplement patient data. And, reference character "58" has been used to 
designate both "supplement patient data" and "processor." 

On page 14, in lines 5-7, 9-10, and 12, the following reference characters are not shown 
in FIG. 1 1 as stated in the specification: lead 100, thermistor 102, sheathing 104, wheatstone 
bridge arrangement 106 and lock-in amplifier 108. In line 17, it appears that inserting the word 
"a" between the words "forms" and "portion" would add clarity to the sentence. 

On page 16, in line 27, there appears to be a typographical error. It appears that the word 
"pint" should be "pin" instead. 

The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01(o). Correction of the 
following is required: In claim 12, "an insulating ring disposed within the sleeve and 
hermetically sealed thereto" is not disclosed in the specification. 

Appropriate correction is required. 

Claim Objections 

4. Claims 2 and 12 are objected to because of the following informalities: In claim 2, 
adding the word "a" between the words "is" and "pacemaker" would add clarity to the limitation. 

5. In claim 12, it appears that its dependency should be from claim 1 1 rather than claim 10 
as there is no surface area of the first membrane in claim 10. Examiner has examined the claim 
as depending from claim 1 1 . 

Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the Applicant regards as his invention. 

7. Claims 1-12 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. In claim 1, "housing" is inferentially included and vague. It cannot be determined 
if the housing is being positively recited or functionally recited. To positively claim the element, 
it is suggested to first positively recite the element. Otherwise, functional language such as "for" 
or "adapted to be" should be used. Additionally, "sensor comprising" is vague. It is unclear if 
the sensor or the implantable medical device is being described. 

In claim 9, "means for hermetically sealing the means for sensing" is vague. In 
accordance with 37 C.F.R. 1.75, Applicant is required to specifically state what the means for 
hermetically sealing comprises by relating it to an or elements from the specification. 

In claim 1 1, "an opening," "a housing," "an implantable medical device," an external 
medium," and "a sensor" are all inferentially included and vague. It cannot be determined if the 
elements are being positively recited or functionally recited. Further, "is sensed" and 
"correlated" are incomplete. It is unclear where the sensor signal goes to in order for it to be 
correlated to a pressure. 

Claim Rejections - 35 USC §102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office Action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

9. Claims 1, 3-6 and 8-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Brehier, U.S. Patent 5,000,179. 

10. Regarding claim 1, Brehier discloses an implantable device (Fig. 1) comprising a sleeve 
outer portion hermetically bonded (closed off sealingly) to a housing (4; column 3, lines 20); a 
thermal insulator disposed (10, insulation on the outer conductor of coaxial conductor 9) within a 
sleeve outer portion (4) (column 2, lines 55-56); a pin (7) spaced from the housing and at least 
partially disposed within a thermal insulator (10, insulation on the inner conductor of coaxial 
conductor 9); and a temperature sensor (16) disposed within a pin (7). 

1 1 . Brehier discloses an implantable device is a lead (3, probe) (claim 3); a pin includes an 
hollow interior (1 1) and the temperature sensor is disposed within the hollow interior (column 2, 
lines 55-57) (claim 4); a temperature sensor is in contact with an interior surface of a pin 
(column 2, lines 55-57) (claim 5); a thermal barrier (Fig. 2; element 18, housing) disposed 
within the hollow interior and isolating a temperature sensor (16) from an interior of the housing 
(claim 6); a sleeve inner portion (10, inside surface of the outer coaxial conductor insulation) 
disposed between a pin (3, probe) and a thermal insulator (10, outside surface of the inner 
coaxial conductor insulation) (claim 8); means for sensing a physical parameter (7); and means 
for hermetically sealing a means for sensing (claim 9) (column 2, lines 15-18 and 21-22); means 
for sensing is a temperature sensor (7) (claim 10). 

12. Claims 1 1-12 are rejected under 35 U.S.C. 102(b) as being anticipated by Fraley et al., 
U.S. Patent Application Publication 2002/0165588. 
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13. Regarding claim 1 1, Fraley et al. disclose a feedthrough assembly (Figure 9 (A-C)) 
comprising: a sleeve disposed within an opening through a housing of an implantable medical 
device and hermetically sealed to a housing (71, capacitor; paragraph [0066], lines 14-15); an 
insulating ring disposed within a sleeve and hermetically sealed thereto (76, 77); a pin disposed 
within and hermetically sealed to the insulating ring (75, paragraph [0066], lines 14-15), a pin 
including a hollow, fluid filled interior (Figure 9, the cavity surrounding 74 and 75 is the hollow 
fluid filled interior), a first membrane exposed to an external medium (74), and a second 
membrane (72, polyimide disk) operably coupled with a sensor (71, capacitor) disposed within a 
housing, wherein a physical parameter of a second membrane is sensed by a sensor and 
correlated to a pressure within an external medium (paragraph [0066], lines 3-8, wherein the 
leak testable assembly is correlated to pressure). For claim 12, Fraley et al. disclose a surface 
area of a first membrane (74) is smaller than a surface area of a second membrane (72) (Figure 
9A). 

Claim Rejections - 35 USC §103 

14. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

15. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the Examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 



Application/Control Number: 1 0/78 1 ,245 Page 8 

Art Unit: 3762 

the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the Examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

16. Claims 1, 3 and 6-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fraley et al, U.S. Patent Application Publication 2002/0165588. 

17. Regarding claim 1, Fraley et al. disclose an implantable device including a feedthrough 
(Figure 9) comprising a sleeve outer portion hermetically bonded to a housing (71, capacitor; 
paragraph [0066], lines 14-15); a thermal insulator disposed within a sleeve outer portion (76); a 
pin (75) spaced from a housing and at least partially disposed within a thermal insulator (Figure 
9). Fraley et al. disclose a sensor (74) disposed within a pin, but not a temperature sensor. 
However, it is well known in the art to use sensors as temperature sensors to measure, monitor 
and calibrate temperatures within implantable devices to alert a person when there is a potential 
problem and to ensure efficient and optimal function and operation of a device. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
have modified the invention of Fraley et al. to include a temperature sensor to provide an 
optimally performing implantable device. 

18. With respect to claim 6, Fraley et al. disclose a thermal barrier (76, insulator) disposed 
within a hollow interior and isolating a sensing electrode (74) from an interior of a housing 
(claim 6) (Figure 9A), but Fraley et al. do not disclose a temperature sensor. Fraley et al. 
disclose a sensor (74), but not a temperature sensor. However, it is well known in the art to use 
sensors as temperature sensors to measure, monitor and calibrate temperatures within 
implantable devices to alert a person when there is a potential problem and to ensure efficient 
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and optimal function and operation of a device. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have modified the invention of 
Fraley et al. to include a temperature sensor to provide an optimally performing implantable 
device. 

19. Fraley et al. disclose an implantable device is a lead (claim 3) (14); a thermal barrier 
extends beyond a hollow interior of a pin and into an interior of the housing (claim 7) (Figure 
9A). 

20. Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brehier or Fraley 
et al., as applied to claim 1 above, and further in view of Miesel et al., U.S. Patent 6,144,866. 

21 . Brehier and Fraley et al. disclose the essential features of the claimed invention as 
discussed above, except for an implantable device is a pacemaker cardioverter defibrillator. 
However, Miesel et al. disclose an implantable device is a pacemaker cardioverter defibrillator 
(Figs. 1 and 2B; column 6, lines 54-55; column 19, line 51) to allow more accurate measurement 
of physiological parameters in a patient's heart by coupling to a temperature sensor. Therefore, 
it would have been obvious to one of ordinary skill in the art at the time the invention was made 
to have modified the inventions of Brehier or Fraley et al. to include an implantable device is a 
pacemaker cardioverter defibrillator to provide an effective way to sense physiological 
parameters in a patient's heart. 
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Conclusion 

22. Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Terri L. Smith whose telephone number is 571-272-7146. The 
Examiner can normally be reached on Monday - Friday, between 7:30 a.m. - 4:00 p.m.. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

i 

^FORGER. EVANISKO 
RIMARY EXAMINER 





